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§35.190 Training for uptake, dilution,
and excretion studies.

Except as provided in §35.57, the li-
censee shall require an authorized user
of unsealed byproduct material for the
uses authorized under §35.100 to be a
physician who—

(a) Is certified by a medical specialty
board whose certification process in-
cludes all of the requirements in para-
graph (c) of this section and whose cer-
tification has been recognized by the
Commission or an Agreement State; or

(b) Is an authorized user under
§§35.290, 35.390, or, before October 24,
2005, §835.910, 35.920, or 35.930, or equiva-
lent Agreement State requirements; or

(c)(1) Has completed 60 hours of
training and experience in basic radio-
nuclide handling techniques applicable
to the medical use of unsealed byprod-
uct material for uptake, dilution, and
excretion studies. The training and ex-
perience must include—

(i) Classroom and laboratory training
in the following areas—

(A) Radiation physics and instrumen-
tation;

(B) Radiation protection;

(C) Mathematics pertaining to the
use and measurement of radioactivity;

(D) Chemistry of byproduct material
for medical use; and

(E) Radiation biology; and

(if) Work experience, under the su-
pervision of an authorized user who
meets the requirements in §§35.190,
35.290, 35.390, or, before October 24, 2005,
§§35.910, 35.920, or 35.930, or equivalent
Agreement State requirements, involv-
ing—

(A) Ordering, receiving, and unpack-
ing radioactive materials safely and
performing the related radiation sur-
veys;

(B) Calibrating instruments used to
determine the activity of dosages and
performing checks for proper operation
of survey meters;

(C) Calculating, measuring, and safe-
ly preparing patient or human research
subject dosages;

(D) Using administrative controls to
prevent a medical event involving the
use of unsealed byproduct material;

(E) Using procedures to contain
spilled byproduct material safely and
using proper decontamination proce-
dures; and

§35.200

(F) Administering dosages of radio-
active drugs to patients or human re-
search subjects; and

(2) Has obtained written certifi-
cation, signed by a preceptor author-
ized user who meets the requirements
in §§35.190, 35.290, 35.390, or, before Oc-
tober 24, 2005, §§35.910, 35.920, or 35.930,
or equivalent Agreement State require-
ments, that the individual has satisfac-
torily completed the requirements in
paragraph (c)(1) of this section and has
achieved a level of competency suffi-
cient to function independently as an
authorized user for the medical uses
authorized under §35.100.

[67 FR 20370, Apr. 24, 2002, as amended at 68
FR 19324, Apr. 21, 2003; 69 FR 55738, Sept. 16,
2004]

§35.200 Use of unsealed byproduct ma-
terial for imaging and localization
studies for which a written direc-
tive is not required.

Except for quantities that require a
written directive under §35.40(b), a li-
censee may use any unsealed byproduct
material prepared for medical use for
imaging and localization studies that
is—

(a) Obtained from a manufacturer or
preparer licensed under §32.72 of this
chapter or equivalent Agreement State
requirements; or

(b) Prepared by:

(1) An authorized nuclear phar-
macist;

(2) A physician who is an authorized
user and who meets the requirements
specified in §835.290, 35.390, or, before
October 24, 2005, §35.920; or

(3) An individual under the super-
vision, as specified in §35.27, of the au-
thorized nuclear pharmacist in para-
graph (b)(1) of this section or the physi-
cian who is an authorized user in para-
graph (b)(2) of this section;

(c) Obtained from and prepared by an
NRC or Agreement State licensee for
use in research in accordance with a
Radioactive Drug Research Com-
mittee-approved protocol or an Inves-
tigational New Drug (IND) protocol ac-
cepted by FDA; or
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